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national coverage or noncoverage de-
termination is appropriate, or the Sec-
retary’s failure to meet the deadline
under section 1869(f)(4)(A)(iv) of the
Act.

New evidence means clinical or sci-
entific evidence that was not pre-
viously considered by the contractor or
CMS before the LCD or NCD was
issued.

Party means an aggrieved party,
which is an individual, or estate who
has a right to participate in the LCD or
NCD review process, and, as appro-
priate, a contractor or CMS.

Proprietary data and Privileged infor-
mation means information from a
source external to CMS or a con-
tractor, or protected health informa-
tion, that meets the following criteria:

(1) It is ordinarily protected from dis-
closure in accordance with 45 CFR part
164, under the Trade Secrets Act (18
U.S.C. 1905) or under Exemptions 4 or 5
of the Freedom of Information Act (b
U.S.C. 552) as specified in 45 CFR 5.65.

(2) The party who possesses the right
to protection of the information from
public release or disclosure has not
provided its consent to the public re-
lease or disclosure of the information.
Any information submitted by the pub-
lic that is not marked proprietary is
not considered proprietary.

Reasonableness standard means the
standard that an ALJ or the Board
must apply when conducting an LLCD or
an NCD review. In determining wheth-
er LCDs or NCDs are valid, the adjudi-
cator must uphold a challenged policy
(or a provision or provisions of a chal-
lenged policy) if the findings of fact,
interpretations of law, and applications
of fact to law by the contractor or CMS
are reasonable based on the LCD or
NCD record and the relevant record de-
veloped before the ALJ or the Board.

Supplemental LCD/NCD record is a
record that the contractor/CMS pro-
vides to the ALJ/Board and any ag-
grieved party and consists of all mate-
rials received and considered during a
reconsideration. Materials that are al-
ready in the record before the ALJ/
Board (for example, new evidence pre-
sented in the taking of evidence or
hearing) need not be provided but may
be incorporated by reference in the
supplement to the LCD/NCD record.

§426.310

The contractor/CMS may provide state-
ments, evidence, or other submissions
to the ALJ/Board during the pro-
ceedings, as provided elsewhere in
these regulations, but these submis-
sions are not considered as
supplementing the LCD/NCD record.

Treating physician means the physi-
cian who is the beneficiary’s primary
clinician with responsibility for over-
seeing the beneficiary’s care and either
approving or providing the service at
issue in the challenge.

§426.120 Calculation of deadlines.

In counting days, Saturdays, Sun-
days, and Federal holidays are in-
cluded. If a due date falls on a Satur-
day, Sunday, or Federal holiday, the
due date is the next Federal working
day.

§426.130 Party submissions.

Any party submitting material, ex-
cept for material for which a privilege
is asserted, or proprietary data, to the
ALJ or the Board after that party’s ini-
tial challenge must serve the material
on all other parties at the same time.

Subpart B [Reserved]

Subpart C—General Provisions for
the Review of LCDs and NCDs

§426.300 Review of LCDs, NCDs, and
deemed NCDs.

(a) Upon the receipt of an acceptable
LCD complaint as described in §426.400,
an ALJ conducts a review of a chal-
lenged provision (or provisions) of an
LCD using the reasonableness stand-
ard.

(b) Upon the receipt of an acceptable
NCD complaint as described in §426.500,
the Board conducts an NCD review of a
challenged provision (or provisions) of
an NCD using the reasonableness
standard.

(c) The procedures established in this
part governing the review of NCDs also
apply in cases in which a deemed NCD
is challenged.

§426.310 LCD and NCD reviews and
individual claim appeals.

(a) LCD and NCD reviews are distinct

from the claims appeal processes set
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